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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
September 23, 2008 has been entered. 

The original restriction election is carried over from the response to the office 
action mailed on January 17, 2007. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 4-7, and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over DeLuca et al. (WO 01/92221 A1) in view of Hayes et al. (6,358,939). 

DeLuca et al teaches vitamin D related compounds of general formula I 
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a 




where Y1 and Y2, which may be the same or different, are each selected from the 
group consisting of hydrogen and a hydroxy-protecting group, and where the group R 
represents any of the typical side chains known for vitamin D type compounds. More 
specifically R can represent, preferably, 



where the stereochemical center (corresponding to C-20 in steroid numbering) may 
have the R or S configuration, (i.e. either the natural configuration about carbon 20 or 
the 20-epi configuration), and where Z is selected from Y, --OY, -CH2 OY, -C=CY, -- 
CH=CHY, and --CH2 CH2 CH=CR3 R4, where the double bond may have the cis or 
trans geometry, and where Y is selected from hydrogen, methyl, --COR5 and a radical 
of the structure: 
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where m and n, independently, represent the integers from 0 to 5, where R1 is selected 
from hydrogen, deuterium, hydroxy, protected hydroxy, fluoro, trifluoromethyl, and 
C. sub. 1-5 -alkyl, which may be straight chain or branched and, optionally, bear a 
hydroxy or protected-hydroxy substituent, and where each of R2, R 3, and R4, 
independently, is selected from deuterium, deuteroalkyl, hydrogen, fluoro, 
trifluoromethyl and C1-5 alkyl, which may be straight-chain or branched, and optionally, 
bear a hydroxy or protected-hydroxy substituent, and where R1 and R2, taken together, 
represent an oxo group, or an alkylidene group, =CR 2 R3, or the group -(CH2) p --, 
where p is an integer from 2 to 5, and where R3 and R4, taken together, represent an 
oxo group, or the group ~(CH2) q -, where q is an integer from 2 to 5, and where R5 
represents hydrogen, hydroxy, protected hydroxy, C1-5 alkyl or -OR7 where R7 
represents C1-5 alkyl (meeting the limitation of the compound 20(S)-1 .alpha. ,25- 
dihydroxy-2-methylene-19-nor-vitamin D3) (pages 3-4). DeLuca teaches the 
compounds are suited for the treatment of inflammatory diseases such as inflammatory 
bowel disease (page 8, line 5). The treatment may be transdermal, oral or parenteral. 
The compounds may be present in a composition in an amount from about 0.01ug/gm 
to about 100ug/gm of the composition, and may be administered in dosages of from 
about 0.1 ug /day to about 50 ug/day (page 8). 

The reference fails to teach the specific treatment of ulcerative colitis as claimed. 

Hayes et al. is solely used to show that inflammatory bowel diseases are 
inclusive of ulcerative colitis (col 24 claim 1). 
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It would be obvious to one of ordinary skill in the art at the time the invention was 
made to treat ulcerative colitis with vitamin D related compounds of general formula I. 
The motivation is because DeLuca et al teaches the vitamin D compounds treat 
inflammatory bowel diseases, and Hayes et al. teaches that inflammatory bowel 
diseases are inclusive of ulcerative colitis. Therefore, a skilled artisan would have 
reasonable expectation of successfully treating ulcerative colitis, with vitamin D related 
compounds of general formula I, which treat inflammatory bowel diseases. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1,2,6,7, and 9 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1 , 5, and 8-1 1 of U.S. Patent 
No. 6,989,377. Although the conflicting claims are not identical, they are not patentably 
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distinct from each other because the claims of the invention herein are drawn to a 
method of treating inflammatory bowel disease (ulcerative colitis) comprising 
administering to a patient an effective amount of a vitamin D compound with said 
formula, whereas the prior art is a method of treatment of ulcerative colitis comprising a 
vitamin D compound selected from 1, 25-dihyroxyvitamin D3 and a interleukin-10. 

A skilled artisan would have reasonable expectation of successfully treating 
ulcerative colitis with a 1 , 25-dihyroxyvitamin D3 compound. 

Claims 1, 2, 4 and 7 provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claim 56 of copending 
Application No. 1 1/283090. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because the claims of the invention herein are 
drawn to a method of treating inflammatory bowel disease (ulcerative colitis) comprising 
administering to a patient an effective amount of a vitamin D compound with said 
formula, whereas the prior art is a method of treating an inflammatory disease such as 
an inflammatory bowel disease with a 1 , 25-dihyroxyvitamin D3 compound. 

A skilled artisan would have reasonable expectation of successfully treating an 
inflammatory bowel disease with a 1, 25-dihyroxyvitamin D3. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1, 2, and 4-7 provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 51 , 52-55 of 
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copending Application No. 1 1/283291 . Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the claims of the invention 
herein are drawn to a method of treating inflammatory bowel disease (ulcerative colitis) 
comprising administering to a patient an effective amount of a vitamin D compound with 
said formula, whereas the prior art is a method of treating an inflammatory disease such 
as an inflammatory bowel disease with a vitamin D3 compound. 

It is obvious from the cited references that there is a desire in the prior art for 
application of vitamin D in patient treatment for auto immune disorders, inflammatory 
diseases, psoriasis, and the families of the diseases and disorders as discussed with 
each reference. The activity of the levels of vitamin D compounds are well documented 
with regards to the results desired in the prior art. A skilled artisan would have 
reasonable expectation of successfully treating an inflammatory bowel disease with a 
vitamin D3 compound. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1, 2, and 4-7 provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 51 , 52-55 of 
copending Application No. 10/235244. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the claims of the invention 
herein are drawn to a method of treating inflammatory bowel disease (ulcerative colitis) 
comprising administering to a patient an effective amount of a vitamin D compound with 
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said formula, whereas the prior art is a method of treating an autoimmune disease such 
as an inflammatory bowel disease with a vitamin D3 compound. 

It is obvious from the cited references that there is a desire in the prior art for 
application of vitamin D in patient treatment for auto immune disorders, inflammatory 
diseases, psoriasis, and the families of the diseases and disorders as discussed with 
each reference. The activity of the levels of vitamin D compounds are well documented 
with regards to the results desired in the prior art. A skilled artisan would have 
reasonable expectation of successfully treating an inflammatory bowel disease with a 
vitamin D3 compound. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Response to Arguments 

Applicant's arguments submitted September 23, 2008 have been fully considered 
but they are not persuasive for the reasons set forth below. 

Applicant's arguments with respect to claims 1, 4-7, and 9 have been considered 
but are moot in view of the new ground(s) of rejection. Even so, the response to 
arguments will be addressed. Applicant argues Exhibit 1 teaches DP035 and DP066 
both vitamin D3 analogs did not significantly reduce IBD in the treated animals. 
Applicant also states that differentiation although more potent than 1 a, 25- 
dihydroxyvitamin D3 in cell differentiation activity, the compound DP035 is ineffective in 
treating IBD and further that compound DP066 or VIT-III has "little difference" from 1 
alpha. 25-dihydroxyvitamin D3 in its ability, i.e. both efficacy and potency, to promote 
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HL-60 differentiation. In other words, DP066 or VIT-III is just as active in cell 
differentiation as 1 alpha. 25-dihydroxyvitamin D3. Hence, although just as active as 1 
alpha. 25-dihydroxyvitamin D3 in cell differentiation, the enclosed data of Exhibit 1 show 
that DP066 or VIT-III is not effective against IBD. Therefore, Applicant argues it would 
not be obvious to treat inflammatory bowel disease such as ulcerative colitis with a 
vitamin D compound that exhibits pronounced cell differentiation activity. Examiner 
respectfully reiterates that Exhibit 1 does not commensurate in scope with the claimed 
invention. More specifically, Applicant claims various analogs of vitamin D in treating 
ulcerative colitis . The conclusion Applicant draws from Exhibit 1 and what is claimed 
by the Applicant is contradictory. Further, the large intestine weight and 
histopathological score data is not clearly presented in Exhibit 1 . Nevertheless, 
DeLuca et al. (WO 01/92221 A1) teaches the same compound useful in treating 
inflammatory bowel diseases. Hence, Examiner has made the new rejections as 
stated above. 

Conclusion 

No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Layla Soroush whose telephone number is (571)272- 
5008. The examiner can normally be reached on Monday through Friday from 8:30 
a.m. to 5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan, can be reached on (571) 272-0629. The fax 
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phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Supervisory Patent Examiner, Art Unit 1617 



